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BEFORE THE BOARD OF PHARNMACY
DEPARTMENT OF LABOR AND | NDUSTRY
STATE OF MONTANA

NOTI CE OF AMENDMENT,
ADOPTI ON AND REPEAL

In the matter of the

amendnent of ARM 24. 174. 301,
24.174.501, 24.174.604,

24.174. 711, 24.174.1411,

and 24.174. 2106,

pertaining to definitions,
foreign graduates, preceptor
requi renents, technician ratio
and pharmacy security
requirements, the
adoption of new rule
personnel, new rule |
absence of pharnaci st,

new rule IV, use of energency
drug kits, new rule V, drug

di stribution, newrule VI,

phar maci st responsibility,

new rule VII, sterile products,
new rule VIIIl, return of

nmedi cation fromlong termcare
facilities, and new rule | X
phar maci st neal /rest breaks,
and the repeal of

ARM 24.174. 302, health care
facility definition
24.174.810, class | facilit
24.174.811, class Il facili
and 24.174.812, class Il
facility

N N N’ N’ N’ N’ N’ N’ N N N’ N N N N N N N N N N N N N N N N N

TGO Al Concerned Persons

1. On July 11, 2002, the Board of Pharmacy published a
notice of the proposed anmendnent, adoption and repeal of the
above-stated rules at page 1868, 2002 Montana Adm nistrative
Regi ster, |ssue Nunmber 13.

2. On August 15, 2002, the Board of Pharmacy published
a notice of an additional public hearing and extension of the
comment period concerning the proposed anmendnent, adoption and
repeal of the above-stated rules at page 2159, 2002 Montana
Adm ni strative Register, |Issue Nunber 15.

3. After considering the comments nade, the Board has
amended the follow ng rules exactly as proposed:

24.174. 604 PRECEPTOR REQUI REMENTS

24.174. 2106 REGQ STERED PHARMACI ST CONTI NUI NG EDUCATI ON -
APPROVED PROGRAMS
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4. After considering the coments nmade, the Board has
anmended the follow ng rules as proposed but with the foll ow ng
changes, added mat eri al under | i ned, del et ed mat eri al
interlined:

24.174. 301 DEFINTIONS (1) renmins as proposed.

. : ’ ,
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(3) through (5) remain as proposed, but are re-nunbered
(2) through (4).

(6) and (7) remain the sane, but are re-nunbered (5) and
(6)

83(7) "Drug order"” nmeans a witten or electronic order
issued by an authorized practitioner, or a verbal order
pronptly reduced to witing i i

HH , for the conpounding and di spensing of a drug or
device to be adm nistered to patients within the facility.

(9) remai n as proposed, but is re-nunbered (8).

(10) remains the same, but is re-nunbered (9).

(11) and (12) remain as proposed, but are re-nunbered
(10) and (11).

133(12) "Facility" nmeans an
outpatient center for surgical services, a hospital and/or
long termcare facility, or a hone infusion facility.

(14) and (15) remain as proposed, but are re-nunbered
(13) and (14).

16)(15) "Home infusion facility" neans a facility where
parenteral solutions are conpounded and distributed to
outpatients for honme infusion pursuant to a valid prescription
or drug order.

+A-(16) "Institutional pharmacy” neans that physical
portion of an institutional facility where drugs, devices and
other material used in the diagnosis and treatnment of injury,
illness, and di sease are dispensed, conpounded and distri buted
to other health care professionals for admnistration to
patients within or outside the facility, and pharnmaceutical

care is provided—anrd—which—is—registered—wththe Mntana
board of pharnmacy

(18) remains the same, but is re-nunbered (17).

(19) and (20) remain as proposed, but are re-nunbered
(18) and (19).

(21) remains the same, but is re-nunbered (20).

(22) remains as proposed, but is re-nunbered (21).

(23) remains the same, but is re-nunbered (22).

(24) and (25) remain as proposed, but are re-nunbered
(23) and (24).

(26) remains the same, but is re-nunbered (25).

(27) remains as proposed, but is re-nunbered (26).

AUTH:  37-7-201, MCA
| MP: 37-7-102, 37-7-201, 37-7-301, 37-7-406, MCA
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24.174.501 EXAM NATION FOR LICENSURE AS A REGQ STERED
PHARVACI ST (1) and (2) remain the sane.

(3) Ar A successful interview by before the board of
pharmacy or its designee, the test of English as a foreign
| anguage, test of spoken English and the foreign pharnmacy
graduat e equi val ency exam provi ded by the national association
of boards of pharmacy will be required for pharnmacy graduates
fromoutside the 50 states, the District of Colunbia or Puerto
Rico, who seek certification of educational equivalency in
order to sit for the North Anmerican pharmacist |icensure
exam nati on. A scaled score of 75 or greater will be the
passing score for this exam nation. A candi date who does not
attain this score nay retake the exam nation after a 91 day
wai ting peri od.

AUTH:  37-7-201, MCA
| MP: 37-7-201, 37-7-302, MCA

24.174.711 RATI O OF PHARMACY TECHN ClI ANS TO SUPERVI SI NG
PHARMACI STS (1) through (7) remain as proposed.

(8) Nothing in this rule shall prevent a pharnmacy from
termnating a service plan upon witten notification to the
boar d.

AUTH:  37-7-201, MCA
| MP: 37-7-201, 37-7-307, 37-7-308, 37-7-309, MCA

24.174.1411 SECURI TY REQUI REMENTS (1) through (3)
remai n as proposed.

(4) The registrant shall notify |aw enforcenent
officials of any theft or |oss of any dangerous drug pronptly
upon discovery of such theft or |oss

AUTH:  50-32-103, MCA
| MP: 50-32-106, MCA

5. After consideration of the comments, the Board has
deci ded not to adopt proposed NEW RULE I

6. After consideration of the comments, the Board has
adopted the follow ng rule exactly as proposed:

NEW RULE VI | (ARM 24.174.1141) RETURN OF MEDI CATI ON
FROM LONG TERM CARE FACILITIES -- DONATED DRUG PROGRAM

7. After consideration of the comments, the Board has
adopted the following new rules as proposed but wth the
foll owi ng changes, added material underlined, deleted materi al
interlined:

NEW RULE 11 (ARM 24.174.1101) PERSONNEL (1) Each
institutional pharmacy nust be directed by a pharmacist-in-
charge who is licensed to engage in the practice of pharnmacy
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in the state of Mntana and who is responsible for the
st orage, conpoundi ng, repackagi ng, dispensing and distribution
of drugs within the facility. Depending upon the needs of the
facility, pharmacy services may be provided on a full or part-
time basis, with a nmechanism for energency service provided at
all tines. Contractual providers of pharmacy services shal
nmeet the sane requirenments as pharnacies |located within the
i nstitution.
(2) remains as proposed.

AUTH.  37-7-201, MCA
| MP: 37-7-201, 37-7-307, MCA

NEWRULE 111 (ARM 24.174.1107) ABSENCE OF PHARVACI ST I N
| NSTI TUTI ONAL  SETTI NGS (1) During tinmes that an
i nstitutional pharmacy does not have a pharmacist in

attendance, arrangenents nust be nmade in advance by the
phar maci st-in-charge for provision of drugs to the nedical
staff and other authorized personnel by use of night cabinets,
floor stock and, in enmergency circunstances, by access to the
phar macy. [ [

i . A nechanism for providers
and nursing to obtain pharnmacy consultation nust be available
at all times in accordance with ARM 24.174.1101.

(2) through (3)(e) remain as proposed.

(4) A conplete verification audit of all orders and
activity concerning the night cabinet nust be conducted by the
phar maci st-i n-charge or the designee of that pharmacist within
24 48 hours of the drugs having been renoved from the night
cabi net .

(5) VWhenever any drug is not available from floor stock
or night cabinets, and that drug is required to treat the
i mredi ate needs of a patient whose health would otherw se be
j eopardi zed, the drug may be obtained from the pharmacy by a
supervisery an authorized registered nurse or licensed
practical nurse in accordance with established policies and
procedures. The responsible nurse shall be designated by the
appropriate conmttee of the institutional facility.

(a) Renobval of any drug from the pharmacy by an
aut hori zed nurse nust be recorded on a suitable form left in
t he pharmacy showi ng the follow ng information:

(1) and (ii) remain as proposed.

(iti) the name, strength, and quantity and NDC nunber of
drug renoved;

(iv) the date and tinme the drug was renoved; and

(v) the signature of the nurse renoving the drug—; and

(vi) docunentation of pharmacy review.

(b)—The—form-shall—be—sequestered—in—the—pharmacy—w-th

(6) A copy of the original drug order with the NDC
nunber or other identifying code of the drug(s) provided may
be faxed to the pharmacist. A patient profile containing the
patient’s nane, | ocati on, al l ergies, current nedication
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regimen and relevant |aboratory values nust be prospeetively
revi ewed.

AUTH:  37-7-201, MCA
| MP: 37-7-201, MCA

NEW RULE 1V~ (ARM 24.174.1114) USE OF EMERGENCY DRUG
KITS IN CERTAIN INSTITUTIONAL FACILITIES (1) and (1)(a)
remai n as proposed.

(b) the supplying pharmacist and the
designated practitioner or appropriate commttee of the
institutional facility shall jointly determne the identity
and quantity of drugs to be included in the kit;

(c) through (2) remain as proposed.

(3) The supplying pharmaci st shall be notified of any
entry into the kit wthin—24hours—of +ts oceurrence. The
suppl yi ng pharmaci st shall have a nmechanism defined in policy
to restock and reseal the kit within a reasonable tine so as
to prevent risk of harmto patients.

(4) and (5) renmain as proposed.

AUTH:  37-7-201, MCA
| MP: 37-7-201, MCA

NEW RULE V (ARM 24.174.1111) DRUG DI STRI BUTI ON AND
CONTROL I N AN INSTITUTIONAL FACILITY (1) The pharmacist-in-
charge shall establish witten policies and procedures for the
safe and efficient distribution of drugs and provision of
phar maceut i cal care, including the nmechanism by which
prospeetive drug review will be acconplished and docunented.
A current copy of such procedures nust be on hand for
i nspection by the board of pharnmacy.

(2) and (3) remain the sane.

(4) Investigational drugs nust be stored in and
di spensed from the pharmacy only pursuant to witten policies

and procedures. Complete information regarding these drugs
and their disposition nust be maintained in the
facility. The drug nonograph and a signed patient consent

form nust be obtained and nmade available in accordance wth
state and federal guidelines.

(5) A sanple drug policy nmust be established if sanples
are used.

AUTH:  37-7-201, MCA
I MP: 37-7-201, 37-7-307, 37-7-308, MCA

NEW RULE VI (ARM 24.174.1104) | NSTI TUTI ONAL PHARMACI ST
AND PHARMACI ST- I N- CHARGE RESPONSIBI LITY (1) through (1)(d)
remai n as proposed.
(e) a pechantsm policy by which ehanrges—+h—a patient’s
an offer is made to convey the discharge nedication reginen
to that a patient’ s henmepharraey pharnaci es;

(f) through (s) remain as proposed.
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AUTH:  37-7-201, MCA
| MP: 37-7-201, 37-7-307, 37-7-308, MCA

NEWRULE VI1 (ARM 24.174.1121) STERI LE PRODUCTS

(1) remains as proposed.

(2) An i nstitutional pharmacy compounding sterile
products must have an isolated area i

. designed to avoid
unnecessary traffic and airfl ow disturbances.

(3) An i nstitutional pharmacy  compounding sterile
products nust wutilize an appropriate aseptic environnental
control device such as a lamnar flow biological safety
cabi net capable of maintaining Cass 100 conditions during
normal activity, or have policies and procedures in place
limting the pharmacy's scope of sterile product preparation.

(4) An institution preparing cytotoxic drugs nust have a
vertical flow Cass Il biological safety cabinet. Cyt ot oxi c
drugs nust be prepared in a vertical flow Class Il biologica
safety cabinet. i i i

(a) through (8) remain as pfoposed.

AUTH:  37-7-201, MCA
| MP: 37-7-201, 37-7-307, 37-7-308, MCA

NEW RULE 11X (ARM 24.174.411) PHARVACI ST MEAL/ REST
BREAKS (1) remmins as proposed.

(2) The tine of elesure—and—re-opening the neal/rest
break will be conspicuously posted in clear view of patients

approaching the prescription area and—wlH—be conststently
schedul ed

(3) through (9) remain as proposed.

(10) New hardcopy prescriptions may be accepted and
processed by registered technicians in the pharmacist’'s
absence. These prescriptions nmay not be dispensed until the
pharmaci st has perfornmed erug—utilzatien prospective drug
revi ew and conpl eted the final check

(11) and (12) renmin as proposed.

AUTH:  37-7-201, MCA
I MP: 37-7-201, MCA

8. After consideration of the comments, the Board has
repeal ed ARM  24.174. 302, 24.174. 810, 24.174. 811, and
24.174.812 as proposed.

9. The following cooments were received and appear with
t he Board's response.

Comment  1: Three comenters stated that ARM 24.174.301(2)

defining a Cass IV facility, is confusing, and that it
appeared to propose licensure of Cass |V pharnmacies |ocated
at famly planning clinics. The commenters stated that

pursuant to 37-2-104, MCA, famly planning clinics that
Mont ana Admi ni strative Register 24-12/ 26/ 02
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di spense only factory-prepackaged oral contraceptives my do
so without a Class IV Facility |icense.

Response 1: The Board agrees with the comments and has
del eted the proposed anmendnent. Cass IV facility is defined
el sewhere, and the present rules for Cass IV facilities
remai n unchanged.

Comment 2: One commenter suggested that as |long as the Board
is revising the rules, it should be clear what fam |y planning
clinics need a Cass IV license and which do not.

Response 2: The Board agrees with the comment. The topic of
Class IV facilities and regul ations pertaining to themw Il be
addressed at a future tine.

Comment  3: Two commenters raised the question of whether a
Class 100 environment is required outside of a hood in the IV
room

Response 3: The Board concludes that a Cass 100 environnent
is not required. Although a clean roomis defined in, it was
not the intent of the Board to require a hood to be |ocated
only in a technical clean room The Board recommends that
hood pl acenent be carefully considered however, and that hoods
be placed so as to avoid unnecessary traffic and airflow
di st ur bances.

Comment  4: One commenter suggested that the definition of
drug order in ARM 24.174.301(8) should be expanded to include
el ectronic transmssion, which is a future standard of
practi ce.

Response 4: The Board agrees and has anended the definition
accordingly.

Comment 5: Two commenters stated that the requirenment of ARM
24.174.301(8), to have a verbal order signed by an authorized
practitioner at a l|ater date, should be deleted in order to
avoid confusion between an inpatient drug order and an
out pati ent prescription.

Response 5: The Board agrees and the requirenent has been
deleted. The definition of drug order is intended to address
patients within a facility, not outpatients in an anbul atory
setting.

Comment  6: One comment was received suggesting that ARM
24.174.301(13) needed to be clarified by substituting the
correct term of "outpatient center for surgical services" for
the term"anbul atory surgical facility"

Response 6: The Board agrees and has anended the definition
accordingly.
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Comment  7: One comment suggested that the word "care" be
added to clarify the meaning of "long term facility" in ARM
24.174.301(13).

Response 7: The Board agrees and has anended the definition
accordingly.

Comment _ 8: One commenter suggested that ARM 24.174.301(14)
shoul d define floor stock as containing both prescription and
non-prescription drugs. The comenter stated that floor stock
is conprised of both.

Response 8: Wil e over-the-counter drugs do not require a
prescription by definition, their use within an institution
requires the order of an authorized practitioner. No

medi cation in an institutional setting can be given wthout a
valid order. The Board concludes that the proposed definition
i s adequat e.

Comment  9: One comment suggested that ARM 24.174.301(16)
should be clarified by the addition of the words "for hone
infusion", <citing that in sone cases outpatients receive

infusions mxed wthin the facility while mintaining
out pati ent status.

Response 9: The Board agrees and has anended the definition
accordingly.

Comment  10: Two commenters stated that ARM 24.174.301(17)
defining institutional pharmacy incorrectly inferred that
federal pharmacies are subject to state |licensure.

Response 10: The Board agrees and has anended the definition
accordingly.

Comment  11: One comment asked whether the definition of
"institutional pharmacy” in ARM 24.174.301(17) includes famly
pl anning clinics under contract w th DPHHS.

Response 11: No, it does not. It is not the intent of the
Board to include famly planning clinics within this rule. The
rules related to famly planning clinics will be exam ned for

clarification in the near future, as noted in Response 2 above.

Comment  12: One commenter stated that tests of witten and
spoken English should not be required for graduates from ot her
Engl i sh-speaki ng countries.

Response 12: The Board notes that this requirenment is in |line
with the policies of the National Association of Boards of
Phar macy ( NABP). Varying from NABP requirenments would put
Montana at risk of being denied reciprocal |icensure status
with other states. The Board al so notes that NABP has recently
recogni zed graduates of accredited Canadian colleges of
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phar macy. Those graduates will soon be able to sit directly
for the NAPLEX licensing exam in Mntana and other states
wi t hout going through the Foreign Pharmacy G aduate
Equi val ency Exam the test of English as a foreign |anguage
and the test of spoken Engli sh.

Comment  13: One comenter questioned what are "appropriate”
English | anguage skills? The comenter stated "I have spoken
to many who their second |anguage is English. It is very hard
to understand them & sone barriers always exist. How wi ||
they be able to fulfill the counseling requirenment when the
patient is unable to understand the information given & unable
to convey what information they don’t understand?”

Response 13: The Board agrees with the commenter that the
ability to speak, wite and understand English is a critica
conponent of pharmacy practice, and that | ack  of a
pharmacist’s ability to speak and understand English could
pl ace patients at risk due to ineffective counseling. The
board has therefore clarified ARM 24.174.501(3) by requiring a
successful interview before the board of pharmacy.

Conmment  14: Two coments were received opposing the present
1:1 ratio, stating that a 1:1 ratio was unnecessarily
restrictive and did not allow the provision of good
phar maceuti cal care.

Response 14: The Board did not propose any changes to ARM
24.174.711(1) through (4), and thus the Board believes it is
i nappropriate to make changes to a part of the rule that has
not been properly noticed for public comrent. The Board
states that the purpose of additions (5) and (6) above is to
facilitate tech ratio variance requests, enabling ratios of
greater than 1:1 on a site-specific basis. The Board believes
that the decision to increase the tech-to-pharmacist ratio in
a specific location nust be based on clinical advantages to
the patient through the facilitation of good pharmacy
practice. To that end, the Board has worked wth
representatives of the Montana Pharnmacists Association and
surveyed other states to obtain |anguage to aid practitioners
in making their ratio variance requests, and to aid the Board
in accepting or rejecting those requests. A white paper has
recently been approved by the Board that wll further
facilitate the processing of tech ratio variance requests.

Comment 15: One commenter proposed restricting the nunber of
prescriptions filled per hour by each pharmacist to prevent
pharmaci st fatigue and protect patient safety.

Response 15: This topic was not included in the proposed rule
change wording, and therefore the Board concludes it would be
i nproper to address at this tine. The Board notes that while
the concept may be good, nmany states have found such
requirenments to be difficult to enforce. In addition, the
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Board notes that the mxinmum rate at which individua
pharmaci sts accurately fill prescriptions is highly variable.

Comment  16: Three comenters stated that pharnmacists are
fully capable of determning the nunber of technicians they
can safely supervise, and therefore no mandatory nmaxi mumratio
shoul d be necessary.

Response 16: The Board agrees with the coment, but notes
that the final decision on ratio is often out of the
pharmacist’s hands, falling instead into the hands of the
institution or corporation for whom the pharmaci st practices.
The Board states that in order to protect public health, a
general technician ratio nust be based on the characteristics
of average practice settings, with the goal of facilitation of
good pharmacy practice. The Board notes that a ratio variance
request process is available on a case-by-case basis.

Comment  17: One coment suggested that clarifying in ARM
24.174.711 the mechanism by which approved technician
utilization plans could be cancelled would be hel pful as the
subj ect is not adequately addressed.

Response 17: The Board agrees and has anmended the rule
accordingly.

Comment  18: Two commenters sought clarification whether ARM
24.174. 1411 woul d make it necessary for a pharmacist to notify
the police departnment, the Board of Pharmacy and the DEA
"every tinme we're off by one on the controlled substance
count. "

Response 18: The Board notes that requirenment of reporting
the loss of controlled substances to the Board of Pharmacy and
the DEA already exist in ARM 24.174.1411. The proposed
requi rement of ARM 24.174.1411(4) to report |oss of controlled
substances to |l aw enforcenent as well is in addition to those
requirenents. No threshold defining the mninmm anount of
| oss for reporting is provided by statute, Board rule, or DEA
regul ati on. However, the Board suggests that practitioners
ought to err on the side of caution.

Comment  19: One commenter noted that it may not always be
possible to obtain a police report, causing conpliance wth
the requirenent to be difficult.

Response 19: The Board agrees, and has anended the rule to
delete the requirenent to forward a copy of the police report
to the Board within 30 days of the filing of the report.

Comment  20: Four commenters stated that NEW RULE
requirenment of dual Iicensure for institutional pharmacies
provi ding outpatient services would increase costs while not
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providing for a substantial increase in public health and
saf ety.

Response 20: The Board has concluded that the conmments are
wel | taken. The Board is not adopting NEW RULE I

Comment  21: El even commenters stated that NEW RULE |1 woul d
require 24-hour pharmaci st coverage, which would be difficult
and prohibitively expensive for many rural hospitals. The
commenters expressed concern that NEW RULE |l would require
rural hospitals to contract with a pharmacy that is open or is
willing to be available 24 hours per day.

Response 21: The Board does not intend to cause a hardship
upon rural hospitals. However the Board believes that

enmer gency pharmacy service is the existing mninum standard of

care. Enmergency pharmacy service is presently required for

Class | and Cass Il hospitals in the State of Montana. NEW
RULE Il has been amended by the addition of the words "a
mechani smfor"” to further clarify that the rule is intended to
assure that energency services are available at all tinmes as

described in the policies and procedures adopted by a
hospital, not that the pharmacist nust personally cover 24
hours per day. The Board respectfully suggests that

institutions wthout 24 hour pharmacy service address this
situation, as nost institutions already have, through the use
of night cabinets and energency room stock. The Board
believes that only on rare occasions, when a patient's nedical

circunstances nmde it necessary would the institution's
pharmacist or a pharmacist in another town need to be
contacted for clinical advice.

Comment  22: One commenter sought clarification of the term
"avai |l abl e by phone", asking if phone availability needed to
be i medi at e.

Response  22: The Board acknow edges that i mredi at e
avai lability mght not always be necessary or possible, and
states that pharmacy consultation should be available within a
reasonabl e period of tine.

Comment 23: One commenter suggested that NEW RULE [11 should
be nodified to clearly state that the pharmacist available
does not have to live in the same town or be immedi ately
avai | abl e.

Response 23: The Board has nodified NEW RULE 111(1) by the
addition of the words "A nechanism for providers and nursing
to obtain pharmacy consultation nust be available at al
times..." to further clarify that NEWRULE Ill is intended to
assure that energency services are available at all tinmes as
described in the policies and procedures adopted by each
institution, not that the pharmacist nust personally cover 24
hours per day.
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Comment  24: One commenter stated that the Board is usurping
nmedi cal staff’s discretion to organize and deliver health
care.

Response 24: The Board does not intend to usurp nedical staff
di scretion. However, the Board is required by 37-7-102, MCA
to regul ate the practice of pharmacy and protect public health
and safety. The Board concludes that this rule constitutes a
reasonabl e regulation of the practice of pharmacy and that it
IS necessary to protect the public health and safety.

Comment  25: Ten comenters stated that NEW RULE 111(4),
requiring that a verification audit be conducted within 24
hours of renoving drugs from the night cabinet, would cause
difficulty and additional expense for institutions with no
weekend pharmacy service.

Response 25: The Board does not intend to cause hardshi p upon
institutions w thout weekend pharnmacy service. However, the
Board concludes that the risk of patient harm increases wth
each day that a dosing or nedication error is not caught and
corrected. The Board has conprom sed by changing the 24-hour
period to a 48-hour period in which to perform a verification
audit. The Board believes that a tinme |apse of nore than 48
hours could potentially jeopardize patient health and safety.
The board points out that electronic nechanisns are avail able
and can be used for verification audits if needed. Mention of
this option was retained for clarity.

Comment  26: Four commenters stated that final H PAA (Health
| nsurance Portability and Accountability Act) requirenments
will have to be considered before the faxing of orders is
undert aken.

Response 26: The board agrees that final H PAA requirenents
nmust be considered and conplied with when faxing of orders is
cont enpl at ed.

Comment  27: Two comments on NEW RULE I11(5) stated that the
nurse accessing the pharmacy should not have to be limted to
nurses in a supervisory role, as supervisors are often busy
wi th energenci es.

Response 27: The Board agrees with the coment and has
amended the rul e accordingly.

Comment  28: Two comenters suggested that a |icensed
practical nurse could be used in the context of NEW RULE
I11(5) rather than a registered nurse.

Response 28: The Board agrees with the coment and has
amended the rul e accordingly.

Comment  29: One commenter suggested that NEW RULE 111(5)(a)
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should be clarified to specify that the recording formused by
an authorized nurse when renoving drugs from the pharnmacy be
left in the pharmacy to avoi d confusion.

Response 29: The Board agrees with the coment and has
amended the rul e accordingly.

Comment  30: Two comrenters suggested that the term "NDC
nunber” should be added to NEW RULE I1I(5)(a)(iii) to

facilitate drug identification, which would be wuseful to
verify drug identity even if the pharmacist was in a
nei ghboring town.

Response 30: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment  31: Three comments regarding NEW RULE 111(5)(b)
stated that requiring the form to be sequestered in the
pharmacy with the container from which the drug was renoved
and a copy of the original drug order could possibly increase
expense and is inpractical. A copy of the original drug order
for purposes of verification can be found in the patient’s
chart.

Response 31: The Board agrees with the coment and has
anmended the rule accordingly by deleting subsection (5)(b).
The Board added "docunentation of pharmacy review' in NEW RULE
11 (5)(a)(vi) to replace the requirement for pharmacy review
of orders deleted in (5)(b).

Comment 32: Seven commenters stated that the requirenent for
prospective drug review in NEWRULE I11(6) was an inpractica
requirenent, that the pharmacist at honme does not have the
patient profiles necessary to make good clinical decisions,
and that a requirenent for prospective review would be
contrary to providing appropriate energency service in a
timely manner.

Response 32: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment 33: Two commenters questioned whether the "designee”
in NEWRULE I11(4) nmust be a registered pharnacist.

Response 33: The Board states that one of the nost inportant
purposes of a verification audit is to determne the safety
and appropriateness of a nedication order for a specific
patient and to verify that no errors have been made. Policies
and procedures can designate certified pharmacy technicians to
check and replace nedications used under the supervision of a
phar maci st . However the Board concludes that a registered
pharmaci st nust be the one to review and evaluate the
medi cation order for safety and appropri ateness.
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Comment  34: One commenter asked if automated dispensing
machi nes shoul d be treated the sanme as ni ght cabi nets.

Response 34: Automated di spensing machines are not presently
addressed and regulations to clarify their use wll Dbe
considered in the near future.

Comment  35: One commenter suggested that the Board may need
to establish sonme rules for what itens need to be nonitored
(reports, high risk drugs, mxing information, discrepancies,
narcotics, etc.) with regard to autonated di spensi ng machi nes.

Response 35: The Board states that the comment is well taken.
The Board will consider the topic in the near future.

Conment  36: Three comrenters stated that the requirenent to
notify the pharmacist of any entry into an energency Kkit
within 24 hours may not always be necessary and that energency
kits are often stocked with nultiple doses of a drug within an
institution. Unnecessary requirenents could cause difficulty
and unnecessary expense.

Response 36: The Board has concluded that the conments are
wel | taken, and has changed NEW RULE IV(3) to require a policy
del i neating how restocking and resealing will be acconplished

wi thin a reasonabl e period of tine.

Comment  37: The Montana Nurses’ Association suggested that
the words "staff physician® in NEW RULE 1V(1)(b) should be
changed to "designated practitioner” to lend flexibility and
address a wi der range of practice situations.

Response 37: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment  38: One commenter suggested that the title of NEW
RULE V be clarified by adding "in an institutional facility"
to avoid confusion with comunity pharnmaci es.

Response 38: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment 39: Seven commenters stated that the requirenent for
prospective drug review in NEW RULE (V)(1) could be
i npractical and hi nder emergency care.

Response 39: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment 40: One conmmenter suggested that the requirenent for
docunentation should be added to NEW RULE V(1) for
verification of drug review
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Response 40: The Board agrees with the coment and has
anmended the rul e accordingly.

Conmment  41: One commenter questioned the necessity of
phar maci st supervision regarding stocking of aut omat ed
di spensi ng machi nes in NEW RULE V(2).

Response 41: The Board believes that pharmacist supervision
does not necessarily have to be direct in this instance, but a
pharmaci st check nust occur. A pilot tech-check-tech project
has successfully been conpleted in one Mntana institution,
| eading the way for approval of future pilot projects and

upcom ng changes in rule. Carifying rules for automated
di spensi ng machines will be proposed by the Board in the near
future

Comment  42: Three commenters stated that the NEW RULE V(3)
requirenment for pharmacist identification of drugs, herbals
and alternative food supplenments brought into a facility by a
patient woul d be expensive, inpractical and even inpossible in
sonme cases, and coul d cause unaccept abl e del ay.

Response 42: The Board concludes that, due to the possibility
of adverse reactions and serious if not fatal drug
interactions, patient safety cannot be ensured if unidentified
nmedi cations are given. Therefore, nedications that cannot be
properly identified should not be adm nistered to a patient.

Comment 43: Two commenters suggested that the wording of NEW
RULE V(3) be changed to allow the use of hone nedications
wi thout identification and inspection by a pharmacist if the
medi cation is sent directly from another pharmacy to the
institution.

Response 43: The Board believes that this requirenent has
been satisfied when a policy is adopted within an institution
stating that nedications sent directly froma pharmacy to the
facility for a specific patient are considered to have been
checked by a pharmaci st.

Comment  44: One conmenter suggested that rmaintenance of
i nvestigational drug information in NEWRULE (V)(4) be changed
to be located within the facility, rather than the pharnmacy,
for practicality and greater flexibility.

Response 44: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment 45: One commenter on NEW RULE V(4) suggested that the
term "state guidelines" be added to "federal guidelines" for
conpl et eness and accuracy.

Response 45: The Board agrees with the coment and has
anmended the rul e accordingly.
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Comment 46: One conmenter questioned if the NEW RULE V coul d
be suppl enent ed to addr ess pr ocedur es for handl i ng
i nvestigational drugs approved by another investigational
review board that have been brought into a facility by a
patient for personal use.

Response 46: The Board believes that policies and procedures
can be witten within the individual institution to address
t he handling of investigational drugs in this instance.

Comment  47: One comenter suggested that the handling of
prescription drug sanples should have been nentioned in NEW
RULE V.

Response 47: The Board agrees with the coment and has
anmended the rul e accordingly.

Comment 48: Four commenters testified in support of NEW RULE
VI(1l)(e), stating that continuity of care is an inportant goa
and that conmmunication between sites nust be inproved for the
sake of patient safety.

Response 48: The Board acknow edges the comments.

Comment  49: One commenter asked for clarification of the word
"mechani st in NEWRULE VI (1)(e).

Response 49: The Board agrees that the word "nechanisni is
uncl ear. "Mechanisnt is changed to "policy" for clarity.

Comment 50: Thirteen commenters stated that the requirenents
of NEW RULE VI(1)(e) were difficult, inpractical, potentially
costly and "beyond our scope of practice and ability".

Response 50: The Board has no desire to place practitioners
in a difficult, inpractical and costly situation. The Board
has anmended the |anguage to require only an offer to convey
the nedication reginmen upon discharge to the pharmacy or

pharmacies of +the patient's choice. However, the Board
mai ntains that a pharmacist's responsibility doesn't end at
di schar ge. Physi cians and other practitioners who routinely

send discharge summaries or letters to other practitioners
also caring for the patient have set good precedent in this
ar ea.

Comment 51: One commenter stated that the continuity of care
required by NEW RULE VI(1)(e) is a worthy goal, but that few
if any non-HMO organizations are currently doing this
nati onwi de. The commenter concluded by stating "This certainly
is not a m ninmum standard. "

Response 51: The Board agrees wth the commenter, but again
mai ntains that a pharmacist's responsibility doesn't end at
di schar ge. An offer to convey the nedication reginmen upon
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di scharge could have a critical inpact on patient outcones.

Comment  52: Three comenters questioned whether the
requirement of NEW RULE VI(1)(e) would violate final H PAA
regul ati ons.

Response 52: The Board agrees that the comenters raise a
valid point. The anended | anguage, requiring only an offer to
convey, should ease sone privacy concerns and concern about
conpliance with H PAA as any action would be requested and/or
approved by the patient. The Board suggests that a photocopy
or copies of only the nedication portion of the discharge
summary, or a photocopy of the final nedication adm nistration
record (with diagnosis and other sensitive information
omtted) could be sent along with the patient to give to their
pharmaci st, or sent or faxed to the pharnmacies the patient

requests at mninmal expense and effort. Policies can be
established to address the way in which this can nost easily
be acconplished within each individual institution. Thi s

intervention could mnimze the chance of unexpected drug
interactions or therapeutic duplication by alerting other
pharmacies to the fact that nedication changes have been nade,
and that consultation with the patient's physician or other
practitioner could be in order.

Comment  53: One commenter stated that the provisions of NEW
RULE VI(1)(e) would violate patient privacy, stating that

"psychoti c, sex, dr ugs, etc. are gossiped about” by
pharmaci sts and pharnmacy technicians, especially in smnal

t owns.

Response 53: The Board states that the offer to notify
requires patient consent, nmaking it voluntary for the patient
to accept or refuse. Pharmacists and pharmacy technicians are
prof essionals and the Board expects and requires them to act
as such and nmaintain confidentiality concerning patient
i nformation.

Comment 54: One commenter stated that the requirenments of NEW
RULE VI(1)(e) "would lead to a restraint of trade issue" in
which "the pharmacists want to keep all of a patient’s
busi ness".

Response 54: The Board notes that the |anguage of NEW RULE VI
(1)(e) has been anmended to require only an offer to convey
di scharge information. The Board does not see how restraint
of trade would be an issue in this case.

Comment  55: Two comrenters stated that NEW RULE VI(1)(e)
ignores the fact +that nmany patients patronize nultiple
pharmacies, and that it would be difficult and tinme consum ng
to fax information to nmultiple pharnmacies.

Response 55: The Board concurs that sonme patients patronize
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mul ti pl e pharmaci es, and changed the term "hone pharmacy" to
"pharmaci es” to address this point. The Board enphasi zes that
routinely patronizing nore than one pharmacy is a potentially
dangerous practice, as no one pharmacist has an accurate
patient profile to consult. The Board believes a pharnaci st
who recognizes that a patient patronizes nultiple pharmacies
is presented with a unique and inportant opportunity for
pati ent educati on.

Conmment  56: Three commenters stated that NEW RULE VII(2)
appears to require a clean roomin addition to an appropriate
bi ol ogi cal safety cabinet, and that such a requirenent would
be expensive and difficult if not inpossible for small rura
hospitals.

Response 56: It is not the Board's intent to require a
separate clean room The Board has changed the wordi ng of NEW
RULE VI1(2) from"restricted to entry by authorized personnel™

to "isolated" for clarification.

Comment  57: Four commenters stated that the requirenent of
NEW RULE VI1(3) that all sterile product preparation be done
in a lamnar flow hood or other aseptic environnmental contro
device was potentially too costly for small rural hospitals.

Response 57: It is not the Board' s desire to inpose hardship
upon rural hospitals. The board has changed the | anguage of
NEW RULE VII(3) to require "either an appropriate biologica
safety cabinet for sterile product adm xture or policies that
[imt sterile product preparation”. In making this decision
t he board consulted several studies referenced by the Anmerican
Society of Health Systens Pharnaci sts. For the protection of
the patient, parenteral adm xtures should ideally be prepared
in sonme sort of aseptic environnental control device. Many
smal|l facilities mx only partial fills wth a short hang tine
and large volunme base solutions wth electrolytes and/or
mul tivitam ns. These do not present the high risk for
bacterial growth that sonme adm xtures do, and could be safely
mxed in nmerely a clean isolated area with careful aseptic

t echni que. However, adm xtures offering a prinme environnent
for bacterial growmh such as total parenteral nutrition and
l'ipids, and sterile products for high-risk patients

(i mmunoconprom sed, neonates, etc.), should be mxed in an
aseptic environmental control device. The Board believes that
in the absence of a hood, institutional policies can be
witten to delineate high-risk adm xtures from sinpler ones
and |imt the types of adm xtures that can be prepared. The
Board feels that this change wll not unnecessarily put
patients at risk

Comment  58: Ten comenters stated that NEW RULE VI (4)
requiring that non-cytotoxic drugs not be prepared in the sane
vertical flow Class Il biological safety cabinet as cytotoxic
drugs was unworkable for snmall facilities. Conmmenters cited
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the possibility of "substantial new costs" and "unreasonabl e
[imts on current practice" which would "threaten to term nate
chenot herapy services in sone communities.”

Response 58: The Board has no desire to inpose hardship upon
facilities or entire communities. After weighing the comments
received, the Board has dropped the requirenent that non-
cytotoxic products should not be m xed separately in the sane
cabi net as cytotoxic drugs. The Board has a degree of concern
about this change due to published studies on chenotherapy

residue follow ng cleaning of surfaces, but for now will rely
on good cleaning technique of vertical flow hoods to mnimze
the risk of contamnation, as well as good professional
j udgment .

Comment  59: One commenter on NEW RULE WVIII  stated,
"Medication return from long term care facilities should be
nore |iberalized to reduce the cost of <care to its
clients/state/insurance conpany/taxpayers. These neds are

di spensed in unit dose containers and should be able to be
reused on any patient w thout the anount of record keeping."

Response 59: The Board concludes that proper records are
necessary to guarantee potency and protect patient safety, and
to ensure conpliance in the event of a drug lot recall.

Comment 60: One commenter questioned the neaning of the term
"provisional pharmacy"”.

Response 60: The Board notes that the term "provisional
community pharmacy” is defined in Chapter 362, Laws of 2001
(Senate Bill 288, codified as Title 37, chapter 7, part 14,
MCA). The Board uses the term "provisional pharmacy” in this
context as nmeaning the sanme as "provisional conmunity
phar macy" .

Comment 61: One commenter noted that "the time of closure and
re-opening” in NEW RULE [X(2) could be confused with the
regul ar opening and cl osing hours of the pharnmacy.

Response 61: The Board agrees with the comment. The Board
has anmended NEW RULE |X(2) to read "the tine of the neal/rest
break” for increased clarity and accuracy.

Comment  62: Two commenters suggested that the term "drug
utilization review' in NEW RULE | X(10) should be replaced by
the term "prospective drug review' for accuracy.

Response 62: The Board agrees with the coment and has
amended the rul e accordingly.

Comment 63: Six commenters testified that the requirenent of
NEW RULE | X(2) to consistently schedul e neal /rest breaks woul d
potentially be unworkabl e and counterproductive. One commenter
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stated "If the Board intends the term 'consistently schedul ed
breaks' to mean that breaks be taken at or about the sane tine
each day, then we believe that this requirenment would decrease

phar maci st s’ pr of essi onal sati sfaction by renovi ng
pharmaci sts' judgnment in determning the optinmal tine for a
break.” Oher comrents cited that the requirenent would have

"the adverse effect of raising pharmacists' stress.”

Response 63: The Board agrees with the coments, and has
del eted the requirenent that breaks be consistently schedul ed.
The Board agrees that workload is not always a predictable
factor, and that variations will occur. The Board hopes that
the break w Il be sonmewhat predictable for the sake of
patients, but agrees that establishing an absolute tine in
advance is not always practical.

Comment  64: One commenter stated, "Research on pharnacy
errors has shown that the causes are nore conplicated than
wor kl oad. "

Response 64: The Board agrees the comenter nakes a valid
point, but notes that workload can be a major contributing
factor.

Comment  65: Three comenters testified in support of a
mandat ory neal /rest break. One stated, "I would like to say
t hank you very nuch for proposing this rule. A neal break is
a great common sense humanitarian thing for the practice. I
am whol eheartedly behind it."

Response 65: The Board acknow edges the comments.

Comment  66: One comenter stated, "the board is . . .
beginning to nove away from providing the standards under
which an institution can be licensed and noving toward

facility managenent standards. Standards for |icensure surely
don't require the board to govern daily work rules. Feder a
and state statutes related to enploynent adequately protect
wor ker rights."

Response 66: The Board notes, as do the Boards of Pharmacy in
many jurisdictions, that a neal/rest break is not so nuch
about protecting worker rights as protecting patient rights to
health and safety. The Board concludes that a fatigued
pharmaci st may not make the best clinical decisions.

Comment  67: Two commenters questioned whether the neal/rest
br eak requi r enent woul d force phar maci st's in an
institutional/long-termcare setting to remain in the pharnmacy
rather than engage in consulting and clinical roles on the
floor. One comenter voiced concern that the role of
institutional pharmacists in a clinical/consultant role could
be reduced to "a dispensing role only."
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Response 67: The Board concludes that the new institutiona
practice regulations spell out the ability of the pharnmacist
in charge to define these <circunstances in policy and
procedure. NEW RULE V, Drug Distribution and Control in an
Institutional Facility, provides that "The pharnmacist-in-
charge shall establish witten policies and procedures for the
safe and efficient distribution of drugs and provision of
pharmaceutical care, including the nmechanism by which drug
review wi Il be acconplished and docunented. A current copy of
such procedures nust be on hand for inspection by the board of
phar macy. " The Board recogni zes t hat i nstitutional
pharmaci sts often perform clinical functions outside the
pharmacy and no attenpt has been nmade to change that. NEW
RULE | X applies to a daily neal/rest break only.

Comment  68: Five commenters stated opposition to any
mandatory meal /rest break, stating that the matter should be
up to the professional judgnent of the pharmacist, and that a
forced break could add to a pharmacist’s stress.

Response 68: The Board concludes that the |anguage proposed,

"up to 30 mnutes per shift", provides maximum flexibility.
The Board agrees that the duration of a break should remain a
matter of professional judgnent. However, the Board believes

that a break nust be taken even on the busiest of days to
ensure patient safety.

Comment 69: Two commenters supported a mandatory break of at
| east 30 m nutes daily.

Response 69: The Board concludes that the |anguage proposed,
"up to 30 mnutes per shift", provides maximum flexibility,
and that |anguage was nmmintained in light of all coments
recei ved
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